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Thomas 0. I-hntel~W 
l Kleinf’eld, Kaplan and Be&r 
114ONincttcnth StrwL,NW 
Washhgton, DC 20036-6601 

Dear Mr, Hemteleff: 

This is in response to your petition dated March 1, i999, requwting that tk 
Commisscoioner amend the prwription Iegcr~I statement, required by 21 C&I of Federal 
ReKuhtions (CFR) ~801.109@)(1), to pcnnit ti us6 afan “Rx only” Or “Rx” symbol as 
a sutsstitute fix the prescription legend statement. 

You htc that the “Rx n symbo1 dfktivdy oonw$r rhe saxno message (16 that of a 
prascriptlon legend statement, i.e., that a prescription is required ta diarpense the plroduct, 
You aho stati thnt the aubsthhion of tlw symbol “RX only” for the raquited text would 
redua clutter an labels, incmw intfmadanal uuifbmity and shpify labels, wM4.1 
could help r&c% the incidezxu of medication trror~ tlrat may bc ass&&d with the label 
and pachge design. Your request corresponds to the recent hpl-tation of Section 
126 of the WA Modmidon Act of 1997 (FDAMA), which amen& Secfioa 503($x4) 
of the Federal Food, Dmg, and Cosmetic Act (the Act), l?DAM.A ~W~urias the use of 
the ‘3.x only” syrnbo1 for the pwiption legend statement in lieu oftho prescription 
legend 5&Mment prcviou8Iy tequircd for drug8, 

FDAMA did not require any change ti prescription device label requiremonk As you 
notc, prosoription devicea mwt boar D prescription legend statement; othwii tha 
~e~~ywouldoonsidr;rrhedc;viccmisbrandedundwsaGtion502[fX1)oftheActand 
prohibited from commcrcictl distribution. Your rqti ah that we ~~thrize this change 
by reghtion to correspond to the statutory chsngc inlplementea far prescription dnrgu, 

Wo agree that an alrernative to tbe curreut pmscrlption &vicu labclrquhnent could 
convey the same mcssagc. An altcmativa to the prc&ption legend statement would 
reduce the burden on man- tepackers, relabelers and distributxxs that face a 
variety 0fJabeJing zequircmcnts and changes. T&e agency, in ilu snforccment discretion, 
does not Intend to object to the use of lbft statement “Rx only as an Axnativo to the 
p*scription device l&cling statement in ~801,109, We note that in your petition, Ihe 
word “only” does not appear neocs... We disagra. ‘hc word “onif naa&s; to 
immediate1y follow TxP 
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We have published d&3 guidance entitled “Altcmativc lo Certain Prwcription 
Device Libding Requircmnts.” The draft guidance explains our p&y on the use of a 
labcling alte~ative to the prescription device labcling statxxnen~ The U~~CY’S USA of its 
etifow3ment discretion conwming this pmscription labeling policy generates tht bcndts 
you seek without amendiq the prcsctiption device legend stalement. FDA will consider 
an wrxnclment to its reguladoas fMowing some t3xperienca with manufu:tur& awe of 
t&c altclmativa. 

If you hme ‘additional questions regarding this matter, you may -tact Mr. Super E, 
UMriks, Special Assistant to the Director, in our c)f%e of Cmpliance at (301) 5944692. 

SincereIy yours, 

rJinda 8. Kahw 
Deputy D&m for RegllMlons and Policy 
center for Devices and 
Radiological Ht3alth 


